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Applicants 1 Response filed February 7, 2007 to the Election Requirements is 
acknowledged. New claim 10 is presented. 

Along with original claims 1-9, claims 1-10 are now under consideration wherein 
the subject matter presently under consideration are those sustained-release 
compositions for oral administration comprising the drug nifedipine, a mixture of sodium 
alginate and xanthan gum, representing the carrier for sustained release of nifedipine 
and a mixture of hydroxypropyl methylcellulose and propylene glycol alginate, 
representing the gel hydration accelerator. 

Those compositions comprising other drugs, carriers and gel hydration 
accelerators are presently withdrawn from consideration by the Examiner as drawn to 
non-elected inventions. Re-affirmation of the elections is requested when Applicants 
respond to this Office Action. 

An Information Disclosure Statement filed November 8, 2004 is further 
acknowledged. PTO Form-1449 is required. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Baichwal, A.R., WO 97/39050, in view of Moroni et al., U.S. Patent 6,465,014, and 

Mulye et al., U.S. Patent 6,416,786. 
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Baichwal teaches sustained-release compositions comprising nifedipine for oral 
administration. See page 1 5. The inclusion of at least one gelling agent such as an 
alginate and a cellulose such as hydroxypropylmethylcellulose are also required. See 
claims 7 and 8 on page 45. In a preferred embodiment xanthan gum is required as a 
gelling agent. As required by instant claim 5, locust bean gum is included in the carrier 
of the sustained-release oral dosage forms. See, inter alia, page 5, lines 17-19. 
Although moistening agents such as water, polyethylene glycol, glycerol and alcohol are 
recited, propylene glycol alginate is not. However, as taught by Moroni and Mulye, 
sodium alginate, propylene glycol alginate, sodium alginate and xanthan gum are 
known in the prior art for their utility in sustained-release formulations of a 
pharmaceutical medicament. See column 5, lines 37-44, in U.S. Patent 6,416,786, 
where both sodium alginate and xanthan gum are specifically disclosed as essential 
ingredients of the carrier. Mulye further teaches the inclusion of hydrophilic polymers 
such as hydroxypropylmethylcellulose. See column 4, lines 40-41. Moroni teaches the 
requirement of sodium alginate and propylene glycol alginate in sustained-release drug 
delivery compositions. See claim 1 , column 4. The open language of the present 
claims allows for the inclusion of any number of additional active or inactive agents. 

With respect to claimed weight ratios as recited in instant claims 3, 4, 6 and 7, it 
is not inventive to discover the optimum or workable ranges by routine experimentation 
when general conditions of a claim are disclosed in the prior art. See In re Aller, 220 
F.2d 454, 456, 105 USPQ 233,235 (CCPA 1955) and MPEP 2144.05(11). The 
determination of the optimum ratio to employ with the presently claimed active and 
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inactive agents would have been a matter well within the purview of one of ordinary skill 
in the art. Such determination would have been made in accordance with a variety of 
factors. These would have included such factors as the age, weight, sex, diet and 
medical condition of the patient, severity of the disease, the route of administration, 
pharmacological considerations, such as the activity, efficacy, pharmacokinetics and 
toxicology profiles of the particular compound employed, whether a drug delivery 
system is utilized and whether the compound is administered a part of a drug 
combination. Thus, in the absence of evidence to the contrary, the currently claimed 
specific proportions of the claimed ingredients are not seen to be inconsistent with the 
ratios that would have been determined by the skilled artisan in formulation chemistry. 

No claim is allowed. 

Zhang et al. B U.S. Patent 6,264,981 , is cited to show further the state of the art. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The Examiner can normally be reached from 10:30 to 7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel, can be reached 571-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toll-free). 
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